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is significant, because a total of one-fourth of

all the mammo fadilities'in‘California have gone

out of business in the period of time that MQSA has

been in effect, so we havebgot literally thousands
and thousands of Women whose mammograms are
baSically in'liﬁbo.

I saW'Drﬁ Finder sort of raising his
eyebrow‘there about the one-fourth. We started out
with 1,200 facilities. We are now down to 800
fécilities thaﬁ,offerimammqgraphy.

MS. BUfLER: Penny Butler from American
College of Radioiogy. There have been sdﬁe’sucéess
stories. ‘We‘have received a number of phone célls
from consumers notifying us that their facilities
have closed and the ACR‘staffuhas worked with
tracking down &arious individuals at‘the faéility¢-
sémetimes even going through the phyéiéiété to‘find‘
out wh;t may have happened, to find some contactg
and things like that, and‘we have been ablé toihelp

out some of the consumers, patients, retrieving

their old films."

Obviously, there are some situations where

we reach a dead end and we have been workithVery

closely with FDA and trying to take some‘additioﬁali

measures to help these individuals‘out.
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In addition, I will be talking about this
a little bit later this afternoon, but when have

been notified about facilities closing, and we

follow dp‘with a closure letter, we are also asking

for a contact person that we maintain in our
database, so that if consumers call us, we can
refer consumers to this individual to try to get

their old films. It is not 100 percent, but there

are steps that the various organizations have

takehf

DR. FINDER: I wanted to add to what Mr.
Bailey said about the-bankruptqy in galifotnia.v We~
are aWare of that situation. We have‘been'dealingd

with the bankruptcy court; and while it is‘true

that at the present time, those filus arebsitting

in a warehouse uncataloged,rwe have<gotvthe process
started or an agreement that all‘those‘fiims wiii

be cataloged and they will be made avallable to the -
patlents, so we have worked to deal w1th these
situatione,'so it is not'totally bleak. Obviously,

it is a tough situation, but when we are aware of

[l these things, we try and deal with them tc‘ensﬁre

that the patients maintain access.

MS. HARVEY: I think that one of the

problems, we have had thie proble' }n‘New,Yorkv‘
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also, is how long it takes--

DR. FINDER: Excuse me, SOrry to

interrupt. I just want to add one thing. Those

were radiology facilities. Mammography was just a

part of it. So, we have actually been able to do

more for the mammography patients than a lot of the

‘othér records that are being held by those places

where nobody is pushing to keep those, so I just
want to make that clear. |

‘MS; HARVEY: ‘One of‘the problems with this
is how iongAit takes and péople are looking for
their films. Theyvaré not looking for them in six
months or two monfhs; when YOu finish, they really
wént them an, because they have a problem énd they

are facing a biopsy without a comparative film or

whatever.

I certainly know that it is medical

misconduct in our State not to maintain your

records‘and to have them available. I don;t know
whether or not any of the other States cah‘look at
this, for‘the doctors that‘continue,to practice iﬁ
some othér realm’in there.

Yes, Dr. Pisano(

DR;'PISANO;, I just want’to comﬁentroh
that, thé ﬁedidal misconduct issue. I'rééiiyyféel
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that many of these facilities that close down are
not necessarily administerediby the fadiologists,
so that is the phyéician in the loop. So, raising
whether they are guilty of medical misconduct, I

think that it is probably not the case that the

radiologists did anything wrong 'in the facility'’s

closure.

It probably had to do with financial
mismanégement and other issues, and it is almost
certalnly the case that the radiologists, if he or
she were dlrectly involved, would make sure the
patients got the images, but the problem is they
don’t have control err it, and they certainly
don't have the financial wherewithal to take care
of it themselves.

I mean it is an administrative or business
issue; sd I don’t really think it would be
approprlate to punlsh the radiologists if this were
to happen, at least that is the way I feel about
it.

;DR‘ FINDER; I would secona that in the
sense that the problehs that the problems that we
really had with facilities in thesé kind of
situations are where thé radiologists are not the
owners and where YQﬁ‘have-got business type people,
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and this is a business deciSion for them, and it ié
easier¢for_them to gé into bankruptcy and deal with
it that way. |

We have haa situations where we are
talking with the owners‘and also the radiologists,
and the radiologists or the physicians are
involved, they are all trying to make sure that the
films are available, but they have no say in a lot
of‘these matters at this point, and once it‘goes
into bankruptcy court, nobody has aﬁy say except
the bankruptcy court, so it is not a very simple
situatidn. |

MS.'HARVEY:"Dr. Barr.

DR;’BARR: We have heard some really‘good
stuff’from the State folks here, Ms. Harvey, Mr.
Camburn, and Mr. Bailey, and I think that this
might evén be best attacked from‘a state level. We
are going to do all we can under MQSA to hélpy
patients get their mammogram films, but I would
endourége”the Statés‘who are here or anyone‘whc can
proactively talk to their States, lobby their
States.

I.think the State 1is gping to be a big
piece here of solving this”puzzle.

,Msf HARVEY:"Weright have to 1ook at like
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our State business laws. |

DR. FINDER: 1Again,‘I:would add that while
we are talking about mammography films, that is a
small portion of what happens when one of these
places go out of business, ana we can do what we

can for that, but I do think that it is probably

-going to be up to the States to guarantee, or as

best they éan, the availability of all the other
medical reébrds that‘are'involved. |

The facilities around California, it turns
out were not just radiology faciiities,‘they were
path laboratories, some pathology reports are
involved, and I hate toyeven say how many documents
and how many records they are talking about, but it
is a huge number, much more than just mémmography

patients.

MS. HARVEY: Any more comments? All
right. |

I think there is 6ne last question. What
criteria will FDA useuto—determine that fécilities
meet the MQSA requirements for infection contfol?

Essentially, there hasvbéen just an
addition of a line on one page. In those cases
where ﬁhere has not been én épisodé.of
coﬁtaminatidn=sincefthe l%st'inspection, thé
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- | 1 ||facility should make that clear to the inspector.
CM“ 2 - Thank you. This will complete our morning
3 segsion. I will be hammering that gavel again at 1
4 [o'clock.
5 | [Whéreupon, aﬁ 11:45 a.m., the proceedings

6 were receésed, to be resumed at 1:00 p.m.]
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AFTERNOON‘PROCEEDINGS
{1:05 p.m.]

MS. HARVEY: Good afternoon. We are ready
to start the afternoon session. Welcome back.

Our first épeaker this afternoon is Nancy
wynne. She isbgoing to talk to us about how
satisfied the facilities are with‘oﬁr program.

Facility Satisfaction Survey
Nancy‘Wynne 

MS. WYNNE: I am Nancy Wynne, Chief of the
OQutreach and‘Compliance Branch. Today, I am géing
to\gi#e.you a brief o&erview of the Facility
Satisfaction Survey that we have recently just'
closed out the response dates on.

| A little bit of background first, though.
Many of you may know thatviﬁ 1996, this committee
recommended that DMQR administer a survey.of

mammography facilities to obtain facility opinions

about the current inspection process.

‘The objective‘wasvto gather information
about‘the existing MQSA inspection process as it

was percelved by the facilities, identify problems

or areas for improvement in the process.

The first Fability'Satisfaction Survey was

conducted-ih the spxring of 1997. It was a
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randomized sampling of about 1,000 facilities out

of approximately 10,000. There was a 65 percent

response rate, which acchding to the Office of

Managément and Budget is a very good response rate.

Summary findings of the survey were
published in the summer of 1998. In that survey,
there were high levels of Satisfaétion’with the
overall inspection proceés,

Last fall, we decided to conduct a
follow-up survey to see how we were doing with the
inspection process under the Final Regulations.
Using a computer-generated, randomizéd‘sampling, we

surveyed 10 percent of existing facilities, once

again about 1,000 facilities.

We used a contractor to conduct the

survey, and we maintained strict anonymity of the

facilities’ identity. We had a very successful

response rate. This response rate this year was 74
percent; Most of the information came from the

radiologic technologists. Also, there was a fairly

representative spread or sample of the FDA regions.

The Central Region had the highest response
representation, about 37.6 percent.

'The findings. Well, we only have

preliminary analysig‘at'this point, but there were
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generally high levels of satisfaction with the

overall inspeétion prdéess. For example, regarding

the usefulness of publications and other resources;
first, the Internet, ouf mammography wéb site.

Even though 53 percent of the respondents
are aware that MQSA information and guidance is
published only on the web site, we found that of
those 60 pércent of the respondents that stated
they did have adcess‘to the‘internet at work, only
39 percent actually accessed our»Web site from
work.

Of the 80 percent of the respondents that
stated they have access to the Interﬁet at home,
oﬁly 37 percent have actually accessed our web site
from home.

When asked if they had used the policy
guidance help system on FDA’s mammography wéb site,
approximatély 78 percent responded no. However, of
the 22 peréent who did accéss‘and use the policy
guidance help sYstem‘on the web site, a resounding
93 percent found it to be very uéeful.

Now, directly referable‘ﬁateriais. By
this, I mean hardcopies of documents, such as

mammography matters, previous inspection handouts,

| and other documentss This type of information
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appears to be the most uséful or perhaps the most
available, consequently, the mosﬁ used.

| Preparing for MQSA inépections‘was one of
the most referréd to‘publications. There were 84
percent of the respondents that found it to be very
useful. This preliminaryﬂinformation on the
Internet wéb site versus‘harddopy material
indicates that we should foéus on how to encourage
facilities to use- ouxr webbsite to sign up for
notification ¢f iﬂformatioﬁ by way of our listserv.
| Now, fegarding the actual inspection
process, we found that after notification, the
average time spent preparing for an inspectién was
about 10 hours, however, only 10" percent of the
respondents responded that they felt this was
excessive; |

Over half of the facilities indicated that

they had to reschedule appointments because‘of the
inSpection, but they also stated that they had
adequaté‘time to do so. The average number of
mammograms performed on a day when there was no
inspectionh was 21. On a day of inépection, the
average_number of mammograms‘performed wag 12. The

average number of hours to complete an inspection

|was six hours. e
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When asked 1f the inépection was completed
within the expeéted time frame, 95 percent of the
facilities responded yes, and they were pleaéed
with the time frame. When asked to rate the
inspection process for the most recent'inspection,
95 percent responded in the fair to excellent

categories, with 65 percent of those in the

excellent area.

Finally, when asked to compare the most
recent inspection to the previous inSpection, 30
percent responded that the most recent inspection
was a better inspection. Even though the response

period for this survey is over, we continue to get

responses. While we can’t factor these responses

into the report, it ié interesting to note‘that the
latter responses are consistent with the positive
responses that we received earlier on.

Next Steps. We have collected a great
deal Qf information and over the next few months we
are going tb‘be working with‘our contractor and
statisticians to analyze the information and
determine its best use.

The in-depth analysis, as well as the
overall results of the survey, will allow DMQR to
target inspection process improvement, and to
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varying degrees it ig géiﬁé to be in different
areas of the inspection process.

We will, of‘courSe be comparing this

survey results with the previous survey results.

We expect to have the final summary report on our

web site after the first of the year.

MS. HARVEY: Thank you. Any questions
cbmments?

Thank you.

Our next item on the agenda has to‘do with
mammography access issues, an area we are all
concerned about. Dr. Barr and Ms. Butler.

Mammography Access Issues
Helen.Barr, M.D.

DR. BARR: On behalf of the Division, I

would like to extend my gratitude to‘ybu all for

being here today. I myself serve on an Advisory
Committéé, and know what a chunk of time it is both
in the preparation and'the actual attendance of the
meeting. John Mc¢Crohan, who is on travel and
couldh’t be here,rand I certainly appreciate the
dedication that you ha&e to this process.

I:am only going to briefly introduce the
topic‘of mamegraphy access becaﬁse to’date‘wé do

not haVe a lot of hard and fast data or numbers for
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ybu, although I will gail ybu gome things we are
working on.
| We have all‘heérd anecdotal reports of

long wait times for women to be able tb schedule
screening ﬁammqgraphy.

We haVe seen the headlines, for example,
"Need a mammogram? It could take a whilé. Delays

‘reach crisis levels as women wait up to five months

for a screening mammogram." That was Time magazine
in March of this year.

"Experts foresee crisis in access to
breast tests." That was The New York Times in
November of last year.

"As more women seek mammograms( many have

to wait months, low payments from insurers, influx

of patients put breast clinics in a bind." ‘That

'was The Wall Street Journal in the fall of last

year.

The House of Repfesentatives and Senate
haVe also heard these anecdotai reports, seen the
headlihes, ana they have asked the Government
Accounting Office to. look into the issue of
mammography éccess, and they are busily doing it at
the time, and we, along with I am sure many others,
are supplying'them,with information to use to look
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at that issue.
We, in the Division, have also contracted’
with a group to lOOk‘at the question of mammography

access. Specifically, although they are going to

look at more than this aspect specifically, we

asked them to look at the question of even 1f the

numbers were to remain steady-state, is that enough

access in the aggrégate to serve the current
pbpulation needs and the fact that women at a
younger age are seeking‘mammography screening, so
they are going to be looking at that for us.

It is interesting to note, I noted when
Ms. Wynne was up heré, that she presented that the

average number of mammograms in the respondents to

our Facility Satisfaction Survey said that they did

on an average 21 mammograms a day. On the last

‘survey, that number was about 16 1/2.

Some very preliminary data coming in from

our contractors suggests that mammography

facilities, although maybe‘there is not as many of
them, have expahded their éapacity to serve:
patients over the yeérs.'

An analysis of our own daﬁabase where we
keep track of the{mammogtaphy facilities in the
United States shows{thét”from 1996 to the present

MILLER REPORTI&G COMPANY, INC. -
735 8th Street, S.E.

Washington, D.C. 20003-2802
(202) 546-6666 )




C

M

ajh

10

11

12

13

14

15

16

17

18

19
20
21
22
23
24

25

116

time, there has b&e&H 4t & 3 pércent decline in
the number of fully certified mammography

facilities across the country, which in and of

‘itself doesn’'t seem like a large number, but issues

like where the declines have been, for example, we
heard Mr. Bailey express some things about
California and the additional gquestion of even if
we were to remain at that 2 percent less
facilities, is that enough for access.

Presently, we have about 9,548 facilities.

That was as of a few days ago. The number actually

'changes a little bit every day.

We have been working closely with the ACR,
and in April of last year, they added éome
additions to.their closure memo, which Penny Butler
mentioned when she was up here before, and they
have begun to collect information about why
facilities are closing.

Again, we hear anecdotal reports anywhere

from insurance reimbursement is too low and

financially, facilities can’t stay open, to they

can’t find mammography technologists to do the
exams, and-all sorts of :things. So, the ACR has

begun to start to collect that information from the

| facilities who notify us and then that they are
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:(m\ 1 lYclosed.

2 So, I will let Penny take it from here and

3 tell you about what they are doing, and then I will

4 Ibe available for guestions when she finishes.

5 Thank you.

6 ' Priscilla‘Butler, M.S.

7 MS. BUTLER: Hi. Penny Butler from ACR.
8 | [Slide.]

9 , As of August of this year, we accredit

10 |over 12,000 units at over 8,000 facilities just to
11 ‘put‘you into perspective. Some of the numbers I am

12 |going to be presenting in a minute.

& \ 13 [Slide.]

s g

14 I want to go through the process about how
15 we learn of facility closures and our approach to
16 |closing them out in the accreditation system and

17 jthereby transmitting this information to FDA.

18 |[Every time a facility successfully accredits with

;9 us, whether it ig initial or renewal, we instruct
20 jithe faCility that they have certain obligations as
21 ‘part of their accreditation.

22

Among. these obligationS'is to notify us

23 when they close. From the facility’s perspective,

24 ||it is usually the last ;hihg on their mind when

25 they are trying to go through all of their business
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J

dealings that they have to 4s they come to a
decision to close,’and that is tb notify us that
they have to close.

So, unfortunately, we don't always hear
about closures directly from the facilities.‘ So,
when do we hear about it? Well, when we put the
faéility through a renewal or we have to
communicate with them for any other reasoh.
chasipnally, we will get an unopened renewal
package.

At that point, we look into it and try‘to
find out of the facility has closed. The State
inspectors who get out there every yéar, if they
can’t find the faéility anymore, the address where
they think they are, they will hotify the FDA or
sometimes they will notify us directly that they
have information that the facility has closed, and
sometimes We have been notified from consumers who
aré contacting us to try to retrieve their oid
films.

[Slide.]

Our closure procedures. We have go to be
very careful how we close out facilities in our
system, and that 1is becauée we have had some
aécidentswhich can-be very traumaﬁic for
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facilities if we 45 this ﬁ%ématureiy.

We wili énly close.a faciliﬁy onée we
receive a letter or a closuié form that is signed
by eithér the facility’s president or CEO or the
facility’s lead interpreting physician.

We will also close‘out the facility after
10 business days of us sending them a closure memo
if we haven't received a response. So, for»
ekample, in the prévioué situations where a State

or the FDA may notify us that a facility has

'cloéed, and we send them a letter, we give them 10

days, and if we don’'t hear back from thém, then, we

close them out in our system and we transmit to

FDA.

By the way, on this letter, the form that

'we send them, we do ask them to call us immediately

if we have incorrect infofmation about this. This
is necéssary, this process is}necessary to prevent
inaccurate éloéures. For example, we have had
phone calls froﬁ techs or receptionists or lower
level administrators and departments before, whose
facilities are going~through owneréhip change, énd
they have called us to tell us that their
facilities have ciosed, when, in actuality, ﬁhe
facility didn’'t close, they are.just going‘through
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an ownership change.> §6, we need to get
verification of élosure from somebody who has
authority within that. .facility.

Sometimes faéilities will relocated and
they won’'t tell the State or other bodies; such as
us, that they have moved to a different address,

and when we follow up with them, we have found that

they have just moved to a different address.

As Helen was saYing, in April of 2001, we
started manually tracking reasons fpr some of these
closureé because working with FDA, and also from
the information we ha&e been getting frqm
facilities, we felt we were noticing an increaée in
closures, so we have reaéons for the closures
through this closure memo that I_wés talking about,
and in addition to that, as I mentioned earlier, we
are alsd‘asking these facilities for a contact
person, éo if we get a‘phone call from patients
asking about retrieving old filwms, we can help them
out and put them in touch with the right peréon.

[Slide.]

The analysis that I‘am showing‘you now
basically goes back to April‘of this vyear, and we
wanted to look at two things. One of them was
confirmed facility;giosures, not just facilities
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that expired or‘fadiiitiéé that wéfe not currently
certified because they were waifing to reinstate as:
they took corrective action, but those facilities
who actually either notified us that they were
closed or we formally closed them out in our
sYstem.

In compariSon, we also wanted to look at
those new facilities that were coming on line,
because we are notified by new facilities all the
time that,they are starting up a mammography
operation; |

One thing that is very clear, even though
you see a lot of‘blips hereiwith‘regards to'the
data, 1s that the new facilities opening‘up do not
compensate at all for the facilities that are
closing.

Now, the number of facilitieg that we see
here on that month-to-month chart, there is a lot
of fluctuatidn going on, on here. We are talking
about‘relatively small éamples, 85 in'April. Some
of that may héVe been clean-up, 25, say, invMay,

and then a jump up to 65, on the order of 65 in

June.

I want to point out that was only up until

August 8th. We don*t have the full month obviously

MILLER REPORTING COMPANY, INC.
735 8th Street, S.E.
Washington, D.C. 20003-2802
(202) 546-6666

T - ‘ i




10
11
12
13
14
15
16
17
18

19

20

21

22

23

24

25

122

.yvet for closures.

Another caveat regarding this‘bar chart is
that these numbers are not the date that the‘
fécility closed, because a lot of times we don’t
know when the facility closed.‘ We just know when
we have confirmation of closure. So, this is what
you are seeing.here.

[Slide.]

I think from this iimited data that we
have right now, the most interesting thing is to
note the reasons‘why.facilities are closing. The
primary reason is a global financial type of
assessmént.that the facility has made that they
cannot make a living staying in business doing
mammography, and that 1is 26 percent.

The‘number of bona-fide bankru?tcies that
we are aware of is 3.2 percent; 7.9 percent
indicated that they felt that their equipment
either wbuld not meet the 2002 requirements, or
they were haVing problems with their equipment now,
that it wasn’t working, and they couldn’t get it

fixed, and this irrespective of any regulation out

' there.

6.7 percent indicated that they are having

trouble finding quaiified techs and sometimes
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finding qualified raéidiééiéts to do the
interpretations.

2.8 percent had an ownership change, and
the new owners made a business decision to close
the mammography operations. I do want to point out
that we don’'t close a facility if it’'s anvownership

change if they are continuing to do mammography,

'because access and services haven’t been stopped.

We handle that in a different way.

‘Another thing which is very interesting,
and I know the folks in California and other States
are Seeing similar types of things, 1is that a
number of facilities'aré making businéss decisions
to consolidate’their mammography‘operations, =Yo]
they will take a facility with a single unit and
move it to a mammography center to try to uée'
economy of.scale, and this is occurring in a large
number of facilities.

Now, what does this do to access?
Certainly, the gquantity or the number of patients
that can be examined in the units is going to be
the same, but since théy'are geographically
consolidated, does this‘impact on access 1f that
remote site was closed down because of that.

As with any other study, we have 5.2
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Other, and I do want %6 ﬁﬁiﬁﬁ but that we do have a
large number ofﬁUnknowns, and the reason for that
is these ére the facilitiés where we get a renewal
péckage back that hasn’t been opened, and we have
no éontact from the facility, so we have no
informationvon it. So, that is why thevUnknown
number is so large.

[Slide.]

So; let’svtalk»a‘little bit about access

‘in this limited group that we have looked at since
April, we have 252 sites closed where only 83
opened. I think what is really important is that

17 of these sites were mobile sites, and mobile

facilities do provide a certain advantage to access
for women in_remote Qr underserved areas. ﬁuring
that period of time, only four mobile facilities
opened.

The other theme from this is one we have
been talking about ali day, and that isvpatients
are having difficulty accessing their old films for

comparisons from these closed sites, and we have

‘already'discussed these last two bullets.

So, last slide.

[glide.]

We are conkinuing to monitor, to collect
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and monitor this data. Wé share this with FDA on a
routine basis; and hopefully, over a longer period
of time, we will have more relevant information to
look at some trends.

MS. HARVEY: Thank you.

MR. CAMBURN: I noticed you were tracking
the number of facilities that were decreasing over
time. Have you also tracked the number of
mammography machines dver time to see 1if they are
also decreasing or perhaps increasing in number?

MS. BUTLER: We ha#en’t analyzed on thatv
yet. Our general feeling is thatbthe numbef of
uﬁits are also decreasing, buf I don’t have it in
thisg analysis.

MR. CAMBURN: We have done some of that
tracking,in Michigan, and in the past eight years
or‘so, we have dropped.about 15 or 20 facilities,
but in terms of mammography machines, that has
increaéed by about 75 machines in that same period

of time, so more machines out there in our State at

least, but fewer facilities doing mammography.

DR. BARR: Yes, Jim, from the preliminary
information we are getting in, that seems to be the
caSe, he sort of expanding.capacity, maybe fewer
facilities but more~sunits. I know that GAO itself
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is looking at this issue on é unit basis, éo'we
will see what comes of it. That is‘iﬁteresting to-
know what yourKdata gshows in Michigaﬁ at this
point. |

DR. LEE:. I was wonderiﬁg if the sites
that had closed, whether it was a regional
phenomenon, or was it prétty spread out among your
sample?

MS. BUTLER: ‘We hope to be anélyzing that.
Some States seem to have a higher number of
closures than other States, but because the.
geographic areas and:the pOpulations of the
different States vary, we haven'’t really been able
to sort through that data yet.

DR. BARR: That is also one of the issues
that oﬁr contractor is looking at, too, to see if
there is pockets or where exactly decreased access
might be if it exists.

MS. HARVEY: Any other gquestions for our
presenters? We are‘all‘set. Thank you.

DR. BARR: We wili keép‘you posted on
this, and probably by the next meeting we will have

some information from our different sources to give

you.

Mammography Access Issues
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Committee Discussion
MS. HARVEY: We will‘have ouf own

discussion now on any issues or aspects of this
guestion that We woﬁld like to discuss.
| DR. PISANO: I am glad that the
orgaﬁizations are doing kind of éurvéys and trying
to get data on this. I know the Society of Breast
Imaging has also done a survey, which I don’t have

the results of, but I know the membership of that

organization, which is mainly radiclogists and

technologists, as well, as some physicists.

No one mentioned 'it, but there is a bill

before Congress right now, the Harkin bill, which

is intended to increase the number of radiologists
who go into breast imaging, and I tﬁink it is a
step in the right direction myself, but I think
that it is unrealistic to think it is going to have
an impact veryvsoon.

My‘limited underétanding of the‘bill is
thét it will add money to increase Radiology

residents, and maybe there are other aspects of it,

as well, that I don’t know, but my concern is it is

going to take quite a while before we have more
radiologists who actually read breast imaging
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We have a ghdrt fight now of radiologists
nationwide apparently, and no one spoke to that pér
se, although it was mentioned briefly. I think
part of the issue is even if we get mdré

radiologists, we may not get more breast imagers,

‘and I think it is important for everyone to

understand how long it is going to take, even if

the Harkin bill is 100 percent very successful,

before we really are going to have more people in

the pipeline'to read these mammograms.

We need to figure out a way besides the
Harkin bill, we need to figure out a way to
incentivize radiologists to go into bréast imaging.
There isn’t a strong motive for people to go into
this field right now, and there really is a problem
of getting peo@le in thé field.

We are all competing. i have two openihgs
in my practice right ﬁow. We have four, 3.2, a
pért—time person, and three full-time radiologists
reading all the mammograms, and I have two
openings. So, we are quite short-handed right ﬁow,
and you talk to other rédiologists, who are in
pésitions like mygelf, andveverybody is ﬁiring
right now. No éne is fully‘staffed, and all of the

private groups are &lso hiring.
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Last year, at Réﬁi, I always interview at
RSNA every‘year,‘there were like maybe three or
four beople who were: looking for jobs in breast
imaging of all the jdbs there at the RSNA, the ACR
has a job‘fair there.

So, from my perspective, getting people to
go into breast imaging is a real problem right now.
I don’t know how to incentivize people, but when
yvou talk to residents, they havé lots of options
beéides breast'imaging, and you hear things like,
well, it is easier to be MR specialist, I don’'t
have to deal with the regulations, and the pay is

higher.

Those are the kind of statements made by

residents, so we need to figure out a way to make

it attractive to the trainees.

| MS. HARVEY: So, I can expect that we will
probably lose more facilitiés‘as they struggle. In
New York, we did a demographicé curve of all our
radiologic technologists and found a precipitous

drop-off, just as it is in the nation, of rad techs

‘that are under the age of 30.

We have lost schools, we have fewer people
who are being licensed, and so I think some
facilities are struggling also to have an adequate

MILLER REPORTING COMPANY, INC.
735 8th Street, S.E.

Washington, D.C. 20003-2802
(202) 546-6666




‘ajh B o o o ' 130
fm“\ 1 |number of radiologicai EééﬁnbiogiSts,to'do
k;‘ 2 mamﬁography, so it hits on both sides I think for
w ‘ 3 lstatfing. o |
| 4 ~ DR. PISANO: Absolutely. We are missing
5 technologists in our practice, as well.
6 MS. HARVEY: There is also avbill, it’'s a

7 ||HCFA bill to raise reimbursements under Medicare.

'8 | DR. PISANO: I believe that is correct.
9 MS. HARVEY: It is a proposed regulation?
10 | MR. SHOWALTER: I am Charlie Showalter,

11 {Senior Director for Government Relations for the

12 ||ACR, and I can tell you a little bit about the
‘{m\‘ 13 Harkih bill and what it cdntains.“
: 14 Its fundamental intent initially was to
15 lltry to getrreimbursement to remain in statute and
16 to setvat a certain level. It has been in statute
17 |lever since screening mammography was approved for
18 reimbursemenﬁ back in 1990.
19 Last yeaf,’it got a bill passed, a budget
201 bill that will rembvg‘it at the end of this year if

21 lnothing happens. We are trying to have something

22 happen.

23 ; The Harkin bill is in the Senate, the

24 King—Weiner bill is a parallel bill in the House,

25 |land negotiations arxr€ ongoing to Seg whether
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anything will pass or not, but what it contains is
the reimbursemeﬁt construct which would put the

reimbursement‘back into the statute for another

year, and set it. Right now the bill reads at $90

as oppééed to the current $69 and change.

The éecond aspect of the bill is the
increaséd funding for residencies, and right now
the bill reads three additional residents in
Radiology per residency program.

We are hearing that that is somewhat

unrealistic for some programs because of faculty

limitations and the general shortage of

radiclogists makes it difficult to add three
faculty members, so that you can. have a one-to-one
ratio with youf’residents.

We are trying to get some negotiation

flexibility in there. You know, if some residency

programs can absorb five and others absorb one,

why, they can sort of trade around, or we cbuld
spread this out over a longer period of timé,kand
we don’t kno@ where that is going to go, but that
is what We'are working on. |

In addition to that, it contains funding
for technologist traiﬁing programs. I think that
basically, fhe shortiage "of technolbgists, for one
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reason, is a problén 5% EHa §ood stock market over
the lasf fewvyears, and there have been a lot of
opportunities.

Technologists, you know, they don't maké a
ton of money and some of the work is not a whole
iot'Of fun, and they have had other things they
could do, and they are doing them.

So, the radiologist shortage and the
technologist shortage, the best thing that has
happened over the last year is the fall of the
stock market, so‘maﬁy radiblogists are not going to
be in a position to retire, and RTs may be
attracted back to the field.

In any caSe, thét ié a short summary of
the Harkin bill and what is going on in the
Congress.

MS. HARVEY: Thank you very much.

MS. ELLINGSON: I work at the ASRT, and

this is our major project of the moment , along with

the Federal Minimum Standards Act, the CARE Act,

the bill, ekcuse me, to make some kind of minimum
standards across the nation. There are still a lot
of States who have n§~licensure.

But to answer to the éhortage, and
mammdgraphers/ of qgurSe; a£e a big part of 'it, but
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it is across the bodrd, wé Havé found by our

.surveys that people are leaving the field in such

great numbers, ﬁeople my age are leaving and nobody

is coming in the front door, and we are all going

to have to be taken care of, and there is nobody to

do that.

So, we are working with high school
counselors. We have a new recruitment video that
is aimed at young people that will be impressed
witn the(mnsic and the qppertunities, and so forth,
of our video, but we are finding that high school
eOunSelors are telling people don‘t go into(
medieine, there is no money, it is hard work, and
bad hours, and they are‘eteering our pool of new
applicants into radiologic technology programs.

So, we are working really, really hard to
recruit and to maintain. We call it our Work Force
Development and Workplace Enhancement, and we want
a better place for them to work, so that when they
do come in, they don’t want to leave. |

It will take time to do this because you

‘have got to recruit them in, you have got to go

through the school, and then they will choose their
specialty, but hopefully, our work will pay off,
but it is going to ke a slump before we get that
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3 b b

f done, but ASRT 1is WBfkiﬂﬁ‘vefy'héfd on that at this

time.

DR. IKEDA: I am from Silicon Valley, so I
can tell you that in ﬁhe last six or seven months,
since the Nasdag fell, the traffic problem has
become better, and wé have been able to recruit
some people to clerical positions where wé could
not previously before all the dot coms kind of went
into the ground.

But I am glad that we are recognizing this
is a problem becausefas I can see from_Ms. Butler'’s
data, it looks like 26 percent closed due to
financial reasons ana 3.2 went bankrupt. éo, as
always, it ends up being a matter of money.

I was a little concerned when I heard that
there was some éonsideration to having facilities
post a bohd, so that when they do go bankrupt, I
mean it is kind df sending the'wrong message, that
they can send the film somewhere.

It is important that patients be able to

‘access their films, but certainly this is

recognition of a real problem, and it has to do

with finances. It is a problem, and facilities

want to operate. I have never seen anybody

Struggle so hard to-rget a'mammogram on a patient
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who has a problem as a mamﬁogfaphy technologist or
physicians agoﬁize over four films, trying to find
cancer. |

So, with reimbursement being the way it
is, end‘the costs of‘operations, it has been a
difficulty to stay in‘business, so the access
problem, I am very concerned about.

DR. DOWLAT: ' Could I just make a comment,

too?

MS . HARVEY: Certainly.

DR. DOWLAT: Ih'Chicago, we have crisis on
the number of'radiologists,‘breast imagers. At

Rush, we have certainly had it for two years, and
it was sort of swapping with the Universit? of
Chicago, and now they are in the;dumps, and Rush 1is
in a betfer plade~bécause the radiologists moved
back.

I have one question. I just want to know
whether’the 1itigation is still the highest among
the mammogrephers. Can gsomeone enswer that
quesfion?

DR. PISANO: i don’t know about recentu I
have heard‘data fromvabout two yeafs ago, and I
forget which organization put it ouf, but itiwas
the leading cause of malpractice suits--missed
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breast cancer was the iéééingVCauSé of a
malpracticé suit in the Uﬁited States about two
years ago.

DR. YOUNG: I just talked about this topic
last weekend, and‘rédiologists are the source or
they are the main target; and followed by ob-gynees
‘and general surgeons inéidehtally. The delay in
diagnosis, of course, 1s the problem. Misreading
‘the mammograms accoﬁnted fqr about 25 percent of
‘the cases, and then another 22 percent were:
gmammograms'read as being negative, but truly
contalned a cancer, and we have discussed that
today. So, this is a problem, it is a deterrent to
‘attracting young.people into the technologic
aspects of mammogréphy; as‘well as the thsicians.

MS. HARVEY: Are scanners useful? Do
scanners help for flow, to bé'able to do more
patients?

DR. PISANO: I 'am not sure what you are
asking,

MS. HARVEY: The R2 scanner.

DR. PISANO: bh, the R2.

DRl YOUNG: I have had some peripheral
experience, not with the one that FDA has_approved,

but another one very recently, and it has not made
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.afsignificant contribntion to the abilities of an
'eXperieneed mammographer to detect breasﬁ
abnormaliﬁies.
DR. PISANO: ‘There was a nice paper

published in Radiology by Berheni, Linda Warren

Berheni, earlier this year. Linda Warren Berheni
published a paper, she was the first author. There
were about 20 authors. I think it was in January

or February in Radioclogy abont the R2 checker,
image checker,‘and their data was very impressive,
I nhought, showing an inprovement in ability to
find cancers witn that system. .

| Clearly, this was a study that was
sponsored by.tne company, so we need tO'weit for
independent--in ﬁy_opinion, we need‘to wait for
independent other studies. The first study ean
always be incorrect, end other studies need to
'verify that, but the data she published was very
impreseive.

The problem with those systems, and it
just goes back to the cost, the cost, i‘can’t
afford it atvthe~University of North Carolina. We
are a public institution.b Itfs a $150,000 piece of
equipment, and you have to pay for eomeone to run

it . Even with increased reimbursement, you have to
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do én awful lot. \Now, there is increased
reimbursement if you usé this system.

It is still guite expensive, and I would
have tb do an awful lot of them to pay for it, and
I think I Would lose money on it, to be honest. We
are, at the University of North Carolina; breaking
even right now, so anything that increases our cost
is potentially dangerous to us in terms of
maintaining tﬁe facility, keeping it open.

So, that is the way we made that decision
éven with impressive data in the literature, I just
can’'t afford it.

MS. HARVEY: Dr. Karellas.

DR. KARELLAS: Several institutions tried
to streamline the‘process and upgradé,their
mammographic facilitiés. In my eXperiénce, we
tried to get our administration to upgrade our
facilities. That wéy, we can increase the level of
service and the efficiency.

'Although they,vélue the service very much
as a service to thé community, it is always a very
diffiéult thing to juétify financialiy. So,
although they are willing, and they are supportive,

but the kind of model that we have in mind, and

that I believe is wety\commbn in several other
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organizations, we have a model of efficiency and

lhigh gquality of care for the patient, and that

costs a little money.

Well; needless to say, the moment we bring
it up for this new women's cen;er,’the way we think
it should be in our‘community, it is not approved
because it apparently,‘ét least under somebody’s
assessment, does not make good financial sense.

MS. HARVEY: It doesn’t provide ehough
value? |

DR. KARELLAS: Well, I don’t think anybody
will dispute the value to the community and the

patients, the issue is that some institutions are

struggling to survive today, and if an institution

is facing é*$50 million deficit that will grow to

'$100 million deficit 10 to 12 months from now, they

will tell you just do mammography as you‘do now and
weiare just not interestéd hearing about your plans
for amother year or two.

Although.theAinstitution still will

continue to deliver a high quality. service and we

don’t think much is compromised, but I believe that

the waiting time is not getting shorter, the
patients are not happy, and overall, radiologists

are frustrated. In~“some cases, you cannot attract
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any radiologists anymsre because nobody really
wants to work under this kihd-of an environment,
and we are really going in~a direction that we
don’t want to go into.

What I am describing to you now 1is the
situation that I am all too familiar with in the
past year or so, and I believe thét although some
institutiqns have had tremendous prbgreSs and they
have established just wonderful centers, some other.
institutions are not able to do that.

DR. RAMOS—HERNANDEZ: We have a very

serious problem trying to get resources for people

who live in the small towns, for people who are

young, people that have no good medical insurance,

and we have seen it, i think that today we saw it
more clearly about'the places that are closing
against thoseythat are opening.

What I see is just more a deeper gap
between people whd can get services and beople who
cannot get, because those who are moving, are
moving to bigger cities or places where we have
more resourceé, and~th¢se places that have few
resources are getting without anything.

Also; about réimbUrsement, itris very low,
and most of the‘insﬁitutions that are doing
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mammograms«right fow maybe are doing what you said,
they are having women'’s eenter,\and they do it as
part of the charity of‘the hospital, part of the
reimbursement goes to charity.

So, to do,semething,‘there should be done
something‘done quickly because in one way, we are
encoureging women to have mammograms, we are doing
education. There are‘women who never think about
that, and when they decide to get the mammogram,

they need to wait five; three, two months, or they

basically cannot get it.

So, what isvour meSSage and where are we
going with this, how‘we are going to respond and
how we are going to be sure that those wonen,
especially latinos and African—Americans are
developing breast cancer at the lower, earlier
ages, and I don’'t want to talk even about qua;ity
because we know that women who have very large
breasts need to‘nave more‘than one site or more
than one procedure, sometimes mere than one film,
and they are not getting that, because the
reimbursement will noﬁ bay for‘twe or three films,
or they do not have in the facility, big films,
bigger films. | |

MS. HARVEYQf Any other points? Carolyn,
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do you have any othér thirngs te add from the
consumer point of wview?

'MS. BROWN-DAVIS: No, I think that I
concur, that whén'we talk about there_being fewer
services, there is going to be a large group of
women in this country who are affected, not only

the rural population, as you mentioned earlier, but

those underserved populations who actually live in

urban areas now, but what to dQ?‘

DR. KARELLAS: I will be very brief. I
totally agree about the charity part, and I believe
we all should be doing, in all ihstitutions, should
be very much involved in all kinds of charity, and
I believe thié is a most deserving kind of charity
for underserved populétions.

Some hospitals perhaps can do it better
than others. i will give you an example. I doﬁ’t
think I would have much of a chance going to a
hospital administration that isvlosing‘$56 million

in a year, and two days ago announced that they

laid off 200 people including 70 nurses, and they

will lay off 500 people in a month, and 100
physicians will‘be laid off in mid-September.
This is not a fiction, This is, if you
read the WorceStef_Eelegram of a couple of days
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ago, that is on thé f¥SHE pags, and they wouldn’t

listen to me on the charity part. ‘Now, I think

‘thatisome hospitals do a much better job that we

‘can do, and I believe that we should not give up on

the charity.. If we cannot afford it today, perhaps

a year or two from now, I think we can turn it

around and with the help of the community and

provide this charity.
By no means I want to say that this should

not be done. I believe that it is perhaps

possible. Tt takes some creative minds to do it.

I know some institutions do that very well.

DR. YOUNG: 1Is Chariie Showalter still
around? Dées ényone know, 1is the proposed
reimbursement by statutelfrém 69 to, what was it,
90-some dollars,kiS‘that both for ﬁhe technical and
professional component, is that total reimbursement
just téchnical or part profesSiénal?‘

DR.. PISANO: If is total, ién’t it?

DR. YOUﬁG: Does anyone know, does that
pertain to Medicaid patients, as well as Medicare?

DR. PISANO: I thought iﬁ was total.

DR. YOUNG: _Certainly,‘thosé that Can
influence thqughts"along this line need to have the
facts‘clearly in hawxd éé they speak tovit.
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1 MR. LAWSON: H&#&chél Lawson, CDC. I

2 lbelieve that it relates primarily to Medicare.

3 |IMedicaid are usually handled differently, but the
4 |rates may be comparable, but I think that they are
5 |managed just differenﬁly.

6 DR. FINDER: I just want to kind of put

7 ‘this into a little bit of perspective and then ask
8 a question, which may have a very short answer.

9 A lot Qf the things that were mentioned
10 |here, not only apply to mammography, but to
11 radiology and medicinevin general. I don’'t believe

12 |that the hospital is losing $50 million just

fm\ 13 ||because of mammography.

*, N . .
14 The other issues that are brought up are
15 not only radiologist, technoldgists - nursés, we

16 have a problem in this area in terms of nurses, so

17 it is not all radiology, it is not mammography

18 Jalone.

19 My question that I am going to raise to
20 you is do’you have any suggestiohs to FDA in terms
21 | of the MQSA program, are there any things that you

22 fithink we could do as part of our program, not as

23 lobbyists for something else, but within our
24 program that might help here?
25 [No response.
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DR. FINDER: ~And i thcughﬁ that would be
the answer;
DR? PISANO: I would like tochmment
briefly. vaiously, being of this panel, there is

a level of support for this legislation and this

‘process. I want to start out with that, and then

say but, I also wear the hat of having to get my

facility accredited by the ACR and‘inspected
annually, and the process, deépite that fact that
ohlynlo percent said that 10 hours was not too
loné, it is relatively onerbus, and it‘is not.
something that people relish or enjoy doing?

¢ So, I am hot saying that it has fo be

something we enjoy doing, but perhaps there is a

way that we could make it less burdensome, and I

don’t know 1f the regulations were ever looked at

with that in mind, in the way you have created the
program Or impoéed the program, or whatever word is
appropriate.

| I doh'ﬁ know if-anyone has really look at
each step, and I am sufe every step along the way,
people said, yes, that Was a good regulation, that
was a good regulation, that was a good regulation.

It is just;‘you know, it’s the straw that broke the

camel’s back kind of- thing.
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It is nicé t8 kidw that eﬁery regulation
is really urgently‘or very important for patient
care,and'qualitj) and perhaps there are some things
that could be pared back‘ahd perhaps reined in a
little, because it really is a pretty enormous

@

undertaking to follow all these rules.

So, if there is any way that we could go

lthrough them--and I am not volunteering personally

to go through every line by line--but if there 1is
any Way to perhaps rélook at the regulations to see
if there are things that could be reduced. That
would be my only suggestion to the FDA.

DR. LEE: One of the tenets they tell us,
of ccurse, in public health, is do your needs
assessment, so 1 think the survey that you are
doing right now;isva’really good start, you know,
where are the areas in the country that women
aren’t getting access. I think, for example, in
our area, just‘looking at some oﬁ our recoras, and’
the women are able to get mammograms in a few
weeks, so I don’tvthink‘it's a problem where I am,

but certainly in other areas, such as rural areas

or areas in which there are large parts of the

population which are underserved, they would merit

more looking at. s
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I think the éurvey that you are doing is a
good start.

DR. IKEDA: I would ask FDA to carefully
consider any addition of newvregulations and be
careful about added fees. I realize that MQSA has
éone é long way to improve the quality of
mammography, aﬁd it has really helpéd patient care
and helped women across the United States;

At the séme time, to add a new regulat}on
that must be inspected, look at those carefully and
see if_théy aad to the quality. What I am
concerned about is the burdensome aspect. I employ
a full—time qﬁality assurance person to follow ﬁy
patients, do my letters, chéck up on the biopsies,
make sﬁre that the right‘létter goes to the right
patient, make sure that we fdllow up on the
patiehts, and I am in a relatively large facility,
and we have problems getting technoloéists, and I
need another mammographic unit,'as‘I think
everybody does.: .
| But it 1s a concern of mine to add the

straw that breaks the camel’s back, that will

decrease access to women even more, especially in

‘the smallef facilities, may not be able to afford

as much of the reguk¥atory process as much as like a
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big facility like mine. So, that is what I am
concerned about. |

I think that the demonstration project of
perhaps inspecting every‘other yvear that FDA has
proposed, I"think is a step in the right direction,
if it’'s good.

| DR. PISANO: The only other comment that I
have direct.to goverﬁment’in general, and I don't
know if this is within FDA's purview‘or not, I

think there is room for perhaps more automation in

the QC process, and I think with digital we are

heading in that direction, but even for film-screen
systems, perhaps there is a way to make it less
person-intensive.

This is really not, I don’t think, within
the FDA’s purview except to be open to new ways to
test things, buﬁ it seems that there is room for
research in this aréa, and how we could automate
some of theseé things, so it is not so intensive
right now.

I do the same thing Debbie did when she
just said about haviﬁg a full-time QA person for
the‘biopsies and things, but we 1ose a tech for a

whole morning a week just to do the processor and

QC stuff, so that ie half a day a week for one
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person, so that 1is Guite éybit of timé, and if
there is a way to make it easier, that would Dbe
good.

I donft think there is anything currently
around that could do that-.

MS. HARVEY: I would like to see the
inspections take a shorter period of time. I would
like to see if we could work out ways to
consolidate some of the information about
personnel, oo‘that if a facility has, for example,
five sites, thatVWe oouid have a centralized
location where the information about the dootors
that read, and the physicists that‘serve,vcould be
found to cut down.thé petiod of time it takes doing
an inspection, which is time out of a person’s full
day, and also is an expense of the inspector to
look over that kind of déta.

I would even, if I could have a wish list,
might have a centralized computer that wouid keep
information on doctors or on technologists or on

physicists, and I am thinking about doing that at

least for New York on physicists, just a smaller

group and one that we have a more limited number
on, so that that information is currently updated,
and the individuals-rdon’t have to send their
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documents to évery 6fHé Bf the facilities in which
théy may read or work at'or provide surveys for.
So, I thin, that is an area in which we
might be able to shorten up the period of time to
do some work.
DR. PISANO: I thought of another thing

that takes more time than maYbe it should‘have to,

land that is each facility, each facility number,

even if it’s run by the same radiologist, had to
keep separaﬁe data for each facility, so it would
be nice if you could do it--

MS. HARVEY: Pdol the doctors’ data for
medical auditS?

DR; PISANC& Exaét;y, because knowing
where--you know, I run only two facilities right

now, but just it’s a huge burden to have to figure

out which facility that patient started from to me

and separate their data out.

So, if I could do it per radiologist
across several facilities, that woﬁld-save a huge
amount of timé. ‘Thaf is just one thing.

" MS. BROWN-DAVIS: I am looking at a
process or hearing the end of é process’and the
beginning of a new one perhaps, because I can think
that I have sat hexe for, I don’t know, two and a
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half, three Yeérs, hearing varicus committee-
members répreSenting,professional organizations to
which all of ?ou belong, énd‘they were to have
brought as, yod~know; one'doés‘in that type of
situation, the best eXpérience from those
organizations and peo?le who belongvto those
organizatiéns, and it sounds’as if the peoplé that
are sitting aroﬁnd'the table now are saying that
gsome of that“time spent coming up with the regs
might havé been used differently, I guess that is
the best way to say that.

And yet I wonder if this is just a
process. The regs have been aréund‘now four, five,
or six years, and so Wé:have actually seen how they
actually work, so I‘supbose that one shouldn’t be

undaunted by that, because there 1is nothing new

lactually, and maybe this is just a part of the

process.

MS. HARVEY: I think it is an evolutionary
process where you look at where you might get the
best bang'for your buck.

MS. BROWN-DAVIS: Because I assure you in
my opinion, the FDA did not come up with these regs
by themselves, you know, they took the advice of .
thOSe‘peoplé that wéfe invited to be on the board,
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wanted to be on the board, bringing théir various
expertise. That's it.

DR. IKEDA: Ms. Brown-Davis’ point is a
good oné; As‘I‘said, the regulations, as

implemented, I remember trying to implement them at

‘my own facility, and seeing a great improvement of

the mammograms that were brought in as second

opinions, and so the MQSAQregulations had a great

‘impact on the improvement of the quality

mammography and in diagnosing breast cancer.

So, I think that they were wonderful to
start out with, i think that the reguiations did a
lot to improve mammography. I think we are at a
place where we have to maintain that improvement
and the quality, and I think we, as a committee,
also redognize that the world haé changed since the
beginning in 1992, when the law first was passed.

Now,‘mammograms, I think are more
regulated. People have an expectation of better
quality. People are more informed. We want to
keepithat guality, but the economic things have
changed, the eighties are gone‘for over 10 years,
meaning that thereywas a great boom in doing well
and then with the Nasdaqg doing well, many people

did well and pedple&%ould‘spend a lot more money,
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‘but now the economié c¢limaté has changed, and I

think that we have td fecognize that.

So I agree with YOu that the regulations
did a lot for improving things. I just want us td
be careful wﬁile still improving,bcontinuing to
improve mammography quality'and being sure that
women get treated correctly and diagnosed
correctly.

MS. HARVEY:‘ Any final words? Is there
anything thét the committee. feels that they can do?
Any letters we can write, any banners‘we can put
up?

[No response.l

'MS. HARVEY: All right. Thank you.

I think we are still running a little bit
ahead‘of SChedule, so we will étart with Iﬁspection
Demoﬁstration Project Update, and we will invite 

Dr. Barr back again.

DR. BARR: - Thank you for all those very

good comments. I only heard one good thing so far

out of the whole discussion? and that is that it

seéms like Chérlie Finder and I, if they don’t

treat us right here, havebogr,pick of jobs.
[Laughter.]- k v ~

DR. BARR:vgi just wanted to invite Charlie
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Showalter up. There were some questions that came
up while he was out of the room, and maybe he could
address those now before I start.

DR. YOUNG: Pardon me. I had a couple of
questions about the proposed 1egislation with the
mammography reimbursement to statute for another
year, that current rate is $63 gqing up to, what,

90 or 99, and is that just technical or is that

|l technical and professional? The second part of the

question was does this pertain to Medicaid patients

as well as Medicare?

MR. SHOWALTER: It’s a combination.
Cﬁrrently, the $69 is aliocated, I believe, 68
percent technical and 32 percent physician fee, ahd
that 1is a determination that was made by HCFA after
the statutory amount was set.

It would apply to the same set of patients
that it applies to now, and I am not certain about
Medicaid. It certainly applies to Medicare; We
would expect the same fatio to the 68-32 to be
allocated by HCFA if the‘$90 gets passed, end it
would not change, you mayvknow better than I
whether the current stetutOry amountiapplies to
both Medicare and Medicaid,‘because I am notv

certain. e

A
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DR. YOUNG: f’EHiﬁﬁ that is a.
state-to-state determination because the States
have to participate at a certailn level, and that

veries all over the place.

MR. SHOWALTER: That was my impression.

It is my impressionethat in 1999, there were 4.6

million'Women who were examined and paid for by
Medicare, and that is the population that we know
we are working with. The Medicaid, as I was under
the impressien, wasg a State?by—state, and is not
directly affected by the physician fee schedule,

and that is what this is in lieu of is the

physician fee schedule that is set for Medicare.

DR. YOUNG: Right, and I think everyone
eppreciates even the $90 rate‘doesn’t reimburse the
facility completely. I uéed to do cost accounting
when I‘was in private practice with direct and
indirect costs. It costs $130 or $140 to put a
patient through for a screening mammogranm.

MR. SHOWALTER: Well, we just finished a
survey aCtually, a cost survey, and we divided it
up by hospitelsland private offices. Now, there

are other thingsegoing on around this proposal or

this,legislative proposal. ‘Anyway, the cost survey

indicated that it cests about $86 in private
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offices to do a mamﬁé§fém,‘én& about $125 in

hospitals. Now, that was from the sampling of 37

facilities, and that is not a complete sample by

any stretch, and I am sure it is more expensive in
some places and leés‘in others.

HCFA has proposed in anticipation, in
current law, iﬁ goes out of statute into the
physician fee schedule the 1st bf the January, they
have proposed an amount of 88.50 for reimbursement
under the physician fee schedule, which would apply
to private offices.

So, these two things have happened since
wé had the legislative proposal put together, and

now we are beginning to wonder does it make sense

to divide this up into two sets, one for private

offices and another, higher number} for hospitals.

[|We are having discussions with staffers on that at

lthis point. We don’t know for sure where that is

going.
If course, hospitals are paid under a
different--our hospitals are reimbursed for

outpatients under a different, this APC system.

HCFA will make a proposal oﬁ Friday. They put on

display their proposal yesﬁerday up on their web

site, and it is a Véry‘cgnfusing situation for
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screehing for outpaﬁiéﬂﬁé,‘%ecause they made no
proposal fbr screening basically, for screening
mammography. Those spaces are blank. So, we don’t

have any idea what theyrintend to pay, but we have

thought that diagnostic mammography was underfunded
in hospitals under the APCs, at $34 and change for

the technical.

They have proposed to lower that 6 percent
come next year. So, if that is an indication of
what you can expect for hospital outpatients, it is
our opinion that this needs to be handled
statutorily, or hospitals are simply going to not
be able to continue to provide mammography on an
outpatient basis.

DR, RBARR: Thank you, Charlie.

Inspection Demonstfation Prpject‘— Update
Helen Barr, M.D.

DR. BARR: I am going to give you an
update on the Inspection Demonstration Program,
which you havé been hearing about. For some of

you, this will be old hat, and for some of you,

this will be new.
[glide.]

As YOu‘already heard from Dr. Mourad this

morning, the Mammogxraphy Quality Standards Act was
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reauthorized Octobef,iégé, and that will take us
through October of 2002, so actually, we are
beginning another reauthorization process right
Nnow.

As Dr. Mourad pointed out, the MQSRA gavé
us a number of different toolé, and one of the
things that‘did is gaVe us the opportunity, if you
will, to‘condﬁct an inspection demonstration
program.

[Slide.]

What MQSRA‘told us 1is that we could look
at selected facilities getting less fréquent

inspections, and althdugh the overall doing the

project was a "may" and not a "must" or "shall,"

these things that MQSRA told us to do are things
that we have to do, and not that we have an_option
of, that the program cannoﬁ be implemented before
April 1st of 2001, that facilities included must be
substantially free of incidents of’noncompliance,
that the number of facilities provide a
statistically significant saﬁple, and that the
inspection frequency that we chose reasonably
assure compliance with the standards.

 [slide.]

- We have twe~goals in putting this program
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together, and oné& i €& EBMPLY with the MQSRA and

what it told us to do, and the other is to ask the
question - can we reduce MQSA inspection frequency
for high performance facilities and maintain an
assurance of gquality.

[slide.]

To put the‘program togethexr, we consulted-
with lots of different folks. We consulted with
the States primarily through the Conference of
Radiation Control Proéram directors, with this
committee itself, with our own regional radiologic
health representatives.» |

[slide.]

And with other offices within our center,
particularly the Office of Surveillance and
Biometrics, which helped us look at the‘statistical
end of this.

We put all these things together and came
up with a program plaﬁ and,a schedule for
implementation.

[Slide.]

The program will include States-and
facilities using established criteria that we set(
out . It Will include both study and control
gfoups. The plan is to conduct biennial
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" 1 finspections for tﬁejfaéiiiﬁiéé‘iﬁ the.study'greup,
(ff 2 ‘and to conduct annual‘inspections for the |
3 facilities‘in the control group, and compare these
4 reeults.
5 [Siide.i
6 For a State to participate, these are the
7 criteria that we set’out. First of ail, the State
8"can have no State iaws, regulations, or
9 funchangeable policy which require annual
10 inséectionS’of mammography facilities because
11 obviously,'if the State was going in there on a
12 yearly basis by law or'regulation,'andIWe were
(m\ 13 asking the facilities that they be skipped
5i‘ 14 | inspection, that would be a.bias to the study with
‘i 15 the State going in there in thevyear between.
i 16 " We decided that the States would have to
"j 17 |agree to participate} and that they had to
i 18 | inspection participating facilities at the
19 frequency that we ﬁould designate‘if they were to
20 |be participants.
21 ' [Slide. ]
22 : | They Would have to accept modifications in
23 their State contractsibased en the number of
i 24 [|facilities to be inepected——we contract with most,
o \ '
WW‘ 25 lbut not all of the States to conduct the
MILLER REPORTING COMPANY, INC.
735 8th Street, S.E.

Washington, D.C. 20003-2802
(202) 546-65666




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

161
mammography facility inspéctions, and if facilities
were skipping a year of inspection, that would

cause modifications in the contract--and an

agreement to notify FDA of‘ahy potential serious.

public health risks of which they would become
aware of during the demonstration program.

[Slide.]

We solicited participation from all 50
States plus the District of Columbia, New York
City, énd Puerto,Rico} ahd we réceived agreement to
participatevfrom 14 of the 53, the group of 53, and
as you can see up theré, our participants are in
the States or jurisdictions of Arkansas, D.C.,
Florida, Mississippi, New York City, New York,
Ohio, Oklahoma, Pennsylvania, PuertoxRico, South
Dakota, Washington, Wisconsin, and Wyoming.

About 14 more States could have 2
potentially participatéd, that.is, they had no l;ws
or regulations or unchangeable policy that would&
héve~prevented them from participating, but they

elected not to participate for various reasons.

Some of them we heard were financial, they didn’t

want the skipped income of the annual inspection,

and others were philosophical reasons that they

strongly felt that #o maintain mammography gquality,
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we needed to beviﬁ théré oh a yéérly basis.

‘[slide.]

We also decided to deal with the financial
concern of the States, to limit the participation
to no more than 1b peréent of the State'’'s
facilities, SO say, for example, 20 percent of the
State’s facilities turned out tovbe eligible under
the criteria, which you will see for the facilities
in a minute, wé would ﬁake a ceiling at 10 percent
of the facilities, which really‘breéks down to only
5 peréent skipping inspection because‘the other 5
percent would be in the control group which would
get annual inspections.

This was an attempf to not make this
project\finanéially burdénsome on any of the
States. We elected to include all'the eligible
fedefal facilities who met the criteria.

[Slide.]

For the facilities to participate, the
facility has to maintain full accreditation and

certification throughout the program. They have to

lanticipate providing mammography services

throughout the program; and they need to undergo at

least two annual inspections under the Final

Regulations. e
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[slide.]

During these inspections, they can receive
no citations auring their two most recent
inspections undexr the Final Regulations. They can
receive no regulatory compliance action or be
currently considered for such regulatory action by

us .

They obviously need to be located in a

participating State, and they have to be selected

by us to participate.
| [Slide.]

"Some of the limitations of the program
that we see so far are ﬁhat we‘dorhave a limited
number of Stateé participating, 14 States are
participating, and that.is dbviously a small
percentage of theyoverall States. So, that is
going to-limit what we get out of the program right
up front.

Since we made the participation voluntary,
that took out another‘large éhunk of folks who
didn’t want to parficipate, énd there is always the
chanée of self—éelectién‘bias from the States that
agreed voluntarily tQ participate.

[Slidg.]

Obviously, ~the limited number of States
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1 limits the number Sf faciiities, and what we see
e 2 {|now is that we are going to have about 300
| 3 [facilities is what we are bredicting:based on the
4 results that we see right now of facilities who
5 [[will meet the criteria that we set forth and are in
6 pafticipating States and fall under that 10 percent
7 number.
8 The fact that we limited the participation
9 fto decrease the financial burden also limits what
10 [[we will get out of the study,.and obviously, that
11 ||the facilities have to be in a participating State.

12 - [glide.]

13 So, all in all, what our statisticians

14 | have told us to date 1is because of these
15 |Jrestrictions, this is not going to be a

i 16 | statistically valid study, we think, in the sense

17 Jthat Congress hoped that it might be.

‘iﬁ 18 So, dealing with that, then, we have to
'i& 19 |jsee where we go from here. We have a limited
20 |participation. - We have a lot of internal and

21 ||external limitations that were put on the program,
22 |lso what we will have is a lot of descriptive

.ii ' 23 | statistics, and we have to deal with those and what

if 24 || the power is or is not of those, and the

(ﬁﬁ 25

applicability of whet those results will mean to a
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nationwide‘program, and what Congress may oOr may
not do with any resulté that we come up with.
[slide.]
Timeline. We are in the‘process of

picking the first 50 percent of the facilities

inspected because the first group of facilities

that would have been inspected twice under the

:Final Regs, that would have happened now, and we

are going to distribute the letters of notification
to them.

That will also give ﬁhem a six-month
notice peribd that they are ﬁot going to be
inspected, that they are going to get. the
opportunity to skip an inspection. It will also

give the States time to see who those facilities

are and how that is going to affect their staffing

and budgets, et cetera.
In May 2002, the first facilities will
start skipping inspection, and we will begin to

pick the second group. That is when the other half

of the facilities will finally have undergone two

inspections under the Final Regs. So, we are due

to start in the spring.

I would welcome any questions or comments

you would have. e
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MS . BROWN—ﬁAVIé: I just had a thought as
to how much did this cost, do you have any idea,
you know, the project to date?

DR. BARR: No, we have not figured out

internal costs. You mean as far as staff time, et

cetera, to develop the program? We haven’t figured

out those costs, no, I don’'t.

DR. PISANO: Maybe you said this, but I
missed it. What exactly are you going to be
measuring as outcome measures, is it just
citations, or what exactly are your outcome
measures?

DR. BARR:v We are in the process right now
of developing exactly whét we are going to be
measuring in the inspections. fThé inspection
itself will be the same inspection as the one that
is done annually now, and we will be, of course,
looking at primarily violations -.did this
citation-free facility bias not being in there or
in the interim, while wé weren’t in there, then
receive citations, and 1if so, what some of the
reasons for that mighﬁ be.

If they stay clean, they stéyed clean, and
we don’t have a lot of work to do. If they did get
violations, there if a number of parameters that we
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could look at, dia Ehey have a significant change
in personnel, such as léad interpreting physician
or QC tech, and those are the things we will be
looking at, you know, did they slip only to the
Level 3 Violations, or did they go badly in a hand
basket and’go’to‘Level 1’s, and the reasons for

those.

We are in the process of developing all of
that.

DR. PISANO: Is.that the reason, I mean is
it because you expect only a small difference that
you don’t have enough power with 600 facilities? I
mean there are 3Q0 that are going to be the study
population and 300 in the control population.

DR. BARR: ©No, 300 is the total

population, 150 in the study group and 150 in the

control, and it is not purely numbers that don’'t

give us the statistical power, it’s lack of random
sampling, because we are only using the States that
volunteered to participate, and a number of othef
things that go into statistics whére we don’t think
we are going ﬁo get the power fhat we might have
otherwise, say, with the‘Faciiity Satisfaction
Survey, which is a purely random sampling of
facilities, and hol& a lot of statistical weight
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with that randomness attashied to it.

This also does not, of course, address the
igssue that you raised, which is certainly one worth
looking at, and was not in the minds of CongreSsvat
least at this point to do a truncated inspection.
There is probably two‘wayé‘to look at the whole
inspection process.

We could skip inspections or we could
shorten the inspection processvfor”everyone, and
those are different things to look at.

MS. HARVEY: At this point’in time with so
many financial pressurés on facilities, sometimes
another way to dO‘things is shorter inspections
more frequently, juét to be remémbered,‘ you know.
Nothing like having the Health Department éall up
and say théy are dropping by to be an incehtive for
people to remember to do what they would normally
be doing.

DR. PISANO: And there is a lot of
pfessurg. What used tbvhappén is people had time
at the beginning‘of‘the day to do things, and now
you are talking about 21 patients coming through on
a unit. When it wés 16, there was a little more
time there to take care of some of these things.

So, that ig-another alternativé is morei
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o~ 1 | frequent, but less iﬁEéﬁéiGé look at a few objects.
&ﬂf 2 Pick your performance indicators that yéu are

3 interested in.

4 ; DR. BARR: Certainly, that is another

5 alternative, as I said, not outlined by Congress at

6 this point, but absolﬁtely.

7 ' MS. HARVEY; Things changed quite gquickly

8 |lin some ways, didn’t they.

9 DR. BARR: There are other alternatives,
10 and there is lots of issues surrounding this. I
11 |mean we have States that say you ha#e go to in
12 there every year, we have States that say we are
{m\ 13 ||willing to see how this pans out, we have peqple
| 14 who say, you know, we need all these things to be
: 15 ‘checked every year. Thererare people that say,

16 ||some of them, we have nevér‘had a dose that has

17 beenvout‘of limit, do we need to measure the dose

& 18 jevery tiﬁe.

i 19 Well, some people wouid say'it has never

i 20 ||in all these years of’inspections been a problem,

! 21 [and some would séy, yeah, but the one tiﬁe it is a
22 problem,wit‘could bé é big problem, so there is a

4 23 eriad of issues to weigh in all this.

24 DR. FINDER: I would add that we did

25 [|discuss and look imto‘the possibility of doing
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shorter inspectioné and how that would‘impact, and
it turns out that_mﬁch of the cost of the
inspection is juét getting physically the person
out there.

So, we looked at how much we would save in

terms of being able to reduce the cost of the

ins?ection, and it really wasn’t‘much, if anything,
because again the major cost is shipping the person
out‘there,,so it wasn’t a cost savings from that
standpoint, and how much the facility would benefit
from having a slightly shorter inspection»versus
having inspection every other year.

The idea of the less frequent inspection,
but doing the same type of inspection was the way
we are going, and especially since Congress has put
it in the Act that way, in the feauthorization act.

DR. BARR:‘ Although we did analyze the
shorter inspection from the cost standpoint, as
Charlie points out; separate from that might be an
analysis of what you really need to measure and
sort of what arelthe key‘elements in the
inspection, which really gi?é us indicators of a

problem facility, separate from the whole cost

issue.

MS. HARVEY:- Thank you, Dr. Barr.
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Ms . Fischer Wiii speak to us now about
Full-Field Digital Mammography Certification -
Update, with Ms. Butler.

Full-Field Digital Mammography
Certification - Update
Ruth Fischer

MS. FISCHER: This will be a very brief
overview for you, and I will gladly yield the rest
of my time to Penny Butler, even if she doesn’t
want top

FDA has been extending certification to

include full-field digital mammography systems

under certain circumstances for the past year and a
half.

First of all, the manufacturer’s system
must be approved by FDA. That is done in the
Office of Device Evaluation. It is not where MQSA
is located. We are in the Office of Health and
Industry Programs, howéver, the two offices do
collaborate on these reviews and discussing
clinical testing, clinical design.

MQSA does make a significant contribution
in the area of the review of the guality control

tests of the manufacturer and the Quality Control

Manual. o
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What we have preéséntly been doing is we
will extend the MQSA certificate to include a

digital system if it is an accredited screen-£film

facility. We know that facility has gone through

the rigorous standards process and that the
surrounding infrastructure for the facility has
been approved by one of our accreditation bodies
and subsequently certified.

For the past vyear and a half, we have not
had an accreditation body for digital, and so the
units have been exempt to date, and the way we
wanted to cover that more’substantially was then in
our review of the individual facility's
applications.

The things that are in the application
that need to be addressed, that are of most
importance, are providing the list of personnel who
began working in FFDM mbdality prior to April 28th,
1999, when the Final Regs became effective, and
after that or projected to work in the field after
that.

By working with the systém, we mean.the
interpretationh the'ac;ual performance of the
mammogram, surveying éf the unit.

A.key point- is proViding‘a satisfactory
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FFDM equipmeht eﬁelﬁa%ﬁéﬁs,'Thie inc¢ludes an
evaluation of the softcopy display system if that
is going to be part of regular clinical use. This
must be done by a qualified medical physicist, and

it must be within six months prior to the

‘facility’s application for the unit.

We require, as we must by the Final
Regulations, that the facility follow the
manufacturer’s guidelines‘for guality assurance and
quality control tests. That is specifically
specified in the Final Regulations. |

Then, six months after using these tests,
we require the facility te send us the results. We
also take e look at that. 1In addition, in the
application, we loek at the results Qf the phantom
image test and a sample phantom is sent in, as
well.

Thege materials are all reviewed and if

acceptable, then, we will extend the certification

to include that unit for the facility. If it is

not acceptable, we work with the facility, the

medical physicist, in order to go through anything

that we think may be deficient, but then is fully

| corrected, and then we can give an approval.

There has béen one area of confusion that
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we have become aware sf rés&séntly, and it has
occurred at professional meetings, so FDA would
like to clarify it. It involveé éll categories of

personnel, theyinterpreting physician, the

ll radiological technologist, the medical physicist.

It is about‘the doCumenﬁation requirements fbr the
eight hours of initial modality training of
personnel working with the FFDM systems.

Those who were working with the syStems
prior to April 28th, 1999, were considered the
pioneers of the program, are considered to have met
the eight-hour initial: training requirement
including that work, ahd‘such personnel may provide
either an attestation on an FDA attestation form or
its equivalent; or documéntation of the work for
review during inspections.

Pérsonnel who began working with FFDM
systems after April 28th, 1999, must provide
documentation of their trainingffor;review during
inspectionsﬂ

We are aware that this position conflicts
with our currently published guidance of January
2001, stating‘that attestation would only be
accepted if the work with FFDMjunits took place
before October 1, 1994, and.thé guidance is
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presently being réviséd t6 rémove this conflict.
‘Thank-you. )
Priscilla Butler, M.S.

MS. BUTLER: Penny Butler from ACR. I am
going to talk to you about the development of tne
full-field digital mammography accreditation
process. |

[Slide.]

Just a little history. I will skip over
the first bullet. I think Ruth went through this.

I want to discuss a little bit what ACR’s process

is and why we didn’t have an accreditation program

| the moment FDA gave the blessing on the GE unit.

For all of our accreditation programs, we
tend to develop them after our professionals -
technologists, radiologists, medical physicists,

i

have some experience with the modality, so don’'t

come out with unreasonable standards and standards

that have not really borne the results for some

time.

For that reason) we didn’t have a program
right from the beginning, but tne problem was that
under the MQSA regulations, a facility has to be
accredited before it can be certified.

[Slide.] =
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Ruth describéed the interim process for
allowing fulléfield digital units to be used

clinically in the United States right now, and that

lhas been working very well. It has allowed us to

lobtain some data for the pilot programs, SO that we

can come out with a digital module.

[slide.]

We have a subcommittee of the Committee of
Mammography Accreditation. This is the
Sﬁbcommittee on Full-Field Digitél Mammography,
which is chaired by Martin Yaffe. In fact, Ahdrew
Karellas is one of the members of the committee.

The purpose of this committee is to
develop and test a revised accreditation testing
protocols and forms,‘and‘to conduct a pilot test,

and this pilot test was conducted in the spring of

‘this year.

[slide.]

Our“goals in this pilot‘test were to field‘
test new phantom and dosimeter testing protocols,
and‘I will explain why wé need different testing
protqcols in a minute, to field test these revised
instructions and forms‘EQr‘thé facilities, and to
determine if existing ACR image‘reviewér protocols,
which were origiﬁal%y designed for screen-film,

MILLER REPORTING COMPANY, INC.
735° 8th Street, S.E.

Washington, D.C. 206003-2802
(202) 546-6666




10

11

12

13

14
15
16
17
18
19
20
21
22
23
24

25

177

e oA

were going to be sdegiate.

We aléd'need to set ﬁp a system for
full-field digital mammography application
iﬁternally by ACR staff, and determine what changes
we need for our accreditation software. I also
want to ﬁoint out that all of these pilots test
activities going on really followed soﬁe very
early, what we call‘alpha—testing, sort of basic
research on looking at some of the quality control
and the testing prothols for digital that took
place way before this.

| [slide. ]

Why‘do we need different protocols for
looking at phantom exposure and dosimetry? Well,
each of the digital manufaéturers have different
exposure controi mechanisms,‘which are different

from screen-film.

We are finding that the instructions that

-we give to our facilities on how to expose a

phantom and how to expose, 1n particular, the
dosimeter that we send with the phantom, have to be
unit-specific.

For example, the General Electric’s
exposure control system is going to be
significantly impacged by the thickest or the
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densest part'of‘the %f%aét. Clu¥réntly, screen-film
systems have‘a relatively small ion chamber, which
is used to measure the transmitted radiation, so
the system can determine when and how to terminate
the exposure, but the GeneralvElectric systems look
at a much broader area.

Particularly with the phantom and the
dosimeter that is used for accreditation, you do

have a lucite rim around the phantom, around the

block. In addition to that, we place an additional

plastic holder, which contains the thermal
luminescent dosimeters on top of the phantom, and
that can skew the exposure and possibly the image
quality results, so they would result in higher
exposures of a 4.2 cm breast.

So, what the committee worked on was a
revised set of instructions, were instructing the
facilities for the GE units in particular to expose
a 4.2 cm tissﬁe—equivalent, homogeneous acrylic
block, so it is just a piece of lucite»under AEC
conditions to determine the appropriate technique
that iS’gorﬁg to be used.

Part 2 involves the exposure of the

‘accreditation phantom with the dosimeter in place.

| This will be done by the facility selecting the
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closest manual technique‘tﬁat came up after the AED

exposure. So, the phantom and the dosimeter will

be exposed under manual conditions.

[slide.]

There is also other unit—to—unit
differences among digital equipment that we need to
be aware of, and I am just‘quoting pért of the regs
which Ruth had pointed out earlier, and I want to
re-emphasize this, because this is a point of
confusion among technologists and physicists in
particular.A

That ié, "For systéms with image repeptor
modalities other than screen;film, the quality
assurance program has to be substantially the same
as the quality assurance program recommended by the
image receptor manufactufer except for the dose
part, which stays at 300 miilirads."

| With the different manufacturers that are
coming out with digital uniﬁs, we have to have a
different set of criteria for evaluating the image
quality in each of those cases. ‘Under‘the
regulations as they currently stand, it has to be
based on what the manufacﬁﬁrers have come up with.

[Slide.]

Just for ap~example, this is a laundry
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list from the GeneralvElectric QAP Manual
describing the technologist tests, and many of them
look exactly the séme'as they are in the ACR-QC
manual, which primarily applies to screen-film, but
there are other items which are specific to
digital, such as viewing conditions for the review
workstation, £flat ﬁield tests, MTF measurements,
AOP mode and signal-to-noise checks, and certainly
laser film printer QC. A lot of the others are
exactly the same, however, as the Mammo QC Manual.

I also want to pointvout that some of the

tests there are only if applicable. For example,

if you are doing dry’laser film processing,
obviously, you are not going to have to do the
analysis of fixer retention tests, which is very
spécific to processor quality control.

[Slide.]

’Likewise, for the medical physicist, there
are some tests which are specific. They are for
the digital system using the SMPTE pattern to look
at image quality, display device calibrétion
looking at brightnéSS‘and‘contrast, again, the
review workstation screen uniformity, and again, a

lot of the tests that are common to screen-film are

there also. e
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[slide.]

Let me talk a little bit about the pilot
test that we ran. Atkthe time, althdugh we had
some stragglers coming in, we had 10 General
Electric 2000D units that we reqeived test data
from.. . We were fortunate because at the FDA
approval, that we were not only able to obtain
results from academic centers that were
participating in regsearch projects, and the primary
résearch project that we drew from was the ACR
Imaging Network,vwhich is now called DMIST, and

they have been very cooperative in participating in

Il the program.

We also were able to obtain data from
private practices across the United States. Our
original goal was to try to pilot test some of the

other digital units that were out there, such as

‘Fisher and Fuji and Hilogic LoRad, but part of the

stumbling blocks we came across were that they were
ﬁot FDA approved, soO there weren'’t many of them out
there, and many of the research sites that we were
hoping to obtain data from had not yet received
their newer models when we were conducting the

pilot test, so they weren’t really available to

participate. s
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[slide.]

So, what did we find from our pilot
testiﬁg results? The new phantom instructions that
we had presented to these facilities turned out to
be relatively easy to follow. We didn’t have a
whole lot of phone calls regarding how to do this{
I don’t think we had any phone calls. It was
pretty straightforward.

Our sﬁbcommittee also feels at this time
that there is no need to change the image
evaluation criteria relative to screen-fiim, and
this applies to bbth digitai~élinical images and
phantom images. There is’a few minor tweaks for,
in pafticular, artifécts, because there is a whole
genre of artifacts that may occur as a result of
digital, which you woulan;t see under screen-film,
but this 1is a minor‘change.

Our volunteer facilities generally felt
that the process was easy to follow, and this was

primarily because it was very similar to the

‘screen-film documents that they were used to

completing, however, there were some revisions that

we made to these documents into the program as a

result of this pilot.

One of thefthings that we were noting
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dﬁring’review of thé documents that were sent to
us, that'many of the physicists were not aware that
théy needed to comply with the manufacturer’s
recommendationé for quality control. They were

basicaliY'turning in quality control tests which

were more specifically related to screen-film

rather than what was included in the QAP Manual.
We  are going to strengthen these

instructions with our final documents when they are

‘'revised and approved.

Anothér thing that the committee decided
as a result of this is that it 1is an undue burden
to request from facilities quality control data on
both processor QC and laser QC. They felt that

facilities using laser cameras to produce hardcopy,.

' that the quality control was important information,

and they felt that we only needed to request that,
we did not need to fequest thé processor QC charts.

We will be requesting basically a
checklist, so that we know that they do the QC, but
We will be looking at the laser QC.

[Slide.]

~The subcommittee alsd decided that due to
the differences bétween the manufacturers, we have
to develop separategapplication‘packages for each
MILLER REPORTiNG COMPANY, INC.
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manufacturer at this time. That is because of the
exposure control mechanisms that are different and
the required QC that may be specific depending on
the maﬁufacturer.

Consequently, we are going to have to
pilot‘test each of these manufacturer’s models as
they became available through the ACRIN research
trials and as FDA grants approval.

[slide.]

So, where are we in the approval process?
We are currently in the middle of it. I know
probably many of you never had to deal with an
approval’process beforé, but soﬁetimes it can take
a significant amount of time in order to review the
document and obtain. approval.

Right now, the Commiftee on Mammography
Accreditation, chaired by Judy Destaway, they voted
on the documents in the program, and after some
changes, they have approved it with some changes, I
should say, and for every ACR accreditation program
or module, our process is that it muét be reviewed
by the Council Steering Committee and then after
that, and after we incorporate comments from the
Council>Steefing Committee, it has to bé approved
by the Executive Committee of the Board of
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Chancellors.
We hope to get the package to go to the
Council Stéefing Committee this week, and if there

are no significant revisions, we hope to have final

.approval by the end of September.

[slide.]

‘After approval; what are we gbing to do?
Well, ACR has requested FDA to provide us with a
list of facilities with the GE full-field digital
uniﬁs, so that‘wé can advise them of the
appropriate process for accreditation!

This is important because we are treating

‘these digital units when they enter the

accreditation process as new units, and depending
on where the facility is in the accreditation
process, we are either going to require the

facility go through early renewal of all their

funits at this time or gQ'through what we call the

mid-cycle accreditation cycle.

So, if they have less than 13 months left
on their accreditation, we will ask them to
complete early renewal for all the units at the
facility. If there are.more than 13 monﬁhs left on
their ceftificate, we will ask the facility to go
through mid-cycle aecreditation, and this will be
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at a reduced fee. The full renewal will be at the

usual accreditation fee.

I think that is my last slide.

MS. HARVEY: Any questidns?

DR. PISANO: Someone mentioned before, I
think Ms. Barr, that you were going to require
submissioﬁ of acCréditation materials on printed
film?

MS. BUTLER: Hardcopy?

DR. PISANO: Hardcopy.

MS. BUTLERE Yes, that is correct.

Phantom images and clinical images will have to be
submitted to us on hardcopy.

DR. PISANO:" I‘just want to make a comment
about that. As part of the ACRIN program, ACRIN is
a multi—centerlclinicai triél'that I am PI of,
which is going to compare‘digital‘to film-screen
mammography diagnostic'accuracy, and the name of
the trial is DMIST, Digital Mammographic Imaging
Screening Trial.

Anyway, as part of that‘trial, Margin
Yaffe is alsd:in charge éf our quality aséurance
program fdr that trial, and we are pilot testing
softcopy submission for that. I mean we are
definitely . doing everything through softcopy, so it
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will be interesting to see how that waks, and it
will be an interestiné comparison.

MS. BUTLER: In order to get this off the
ground relatively rapidly, we have td have
hardcopy, and we are not equipped to handle
softcopy at the time. That is actually a long-term

goal for the College for all of our accreditation

'programs to be able to do, take softcopy, but it is

not going to happen in the short run.

MS. HARVEY: Any other questions? Thank
you.

I think we will break. Please be back
about 3 o’clock.

[Receés.]

MS . HARVEY: Our next item on the agenda
is from Kaye Chesemore, FDA, who is going to talk
to us about States as Certification Agencies.

SﬁateS'as‘Céftification Agencies - Update
Kaye Chesemore, M.B.A.

M85 CHESEMORE: Good afternoon,

Today, I will be talking’about the States
as Certifiersbprogramp and throughout the talk I
will often refer'to it as SAC, which is an acronym,
SAC, for the States as'Certifiers program.

Since many -0f you are new to NMQAAC, I
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have been asked to provide you with a little bit of
backgrdund information about the program.

In August of 1998, FDA'delegéted the
responsibility for certification of facilities to
tWo States. 1Illinois and Iowa appiied to the FDA
and were adcepted into the SAC Demonstration
Project.‘

One thing I want to point out, a word of
caution, is not to confuse the SAC Demonstration
Project with the Inspection Demonstratidn Prdject
that was just diScussed earlier by Dr. Barr.

The SAC Demonstration Project is beginning
its third year and will continﬁe until the SAC
reguiations are final, and barring any unforeseen
circumstances, we are hoping that they will be
published and in effect in 2002.

When the regulations are effective, we
wili close the period for the Demonstration Project
and initiate the formal SAC program. We do
anticipate a seamless ﬁransition for the two states
who have been participating iq the Demonstration
Project thus far.

We also anticipate that several other

States will_apply to become SAC States at that

time . v :;f?(:
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Now, what does it &dctually mean to be a
SAC or a certifying state? The SAC program is
based on subsection Q of the Mammography Quality
Standards Act. That subSection permits FDA to
authorize‘a qualifiéd state to do the following
within its boundaries: issue, renew, suspend, and
revoke certificates for mammography facilities;

conduct annual facility inspections, enforce the

MQSA guality standards, and administer other

rélated functions.

At the same time, FDA has made the
decision‘to retain authority éver qertain
inspection support services that it currently
provides, such as inspector training, the provision
of insﬁection of equipment including inspecting
laptops, eguipment calibration, and data systems.

These responsibilities have been‘retained
by FDA in order td»preserve a nationwide
consistency in inspector training and equipment
calibration, and to provide a national MQSA
database that can be accessed by all accreditation
bodies, as well as certification agencies.

FDA’s oversight of the SAC program is
mandated by MQSA, and thefe ére four ways that FDA
accompiishes this,_{Theéfirst'is through the use of
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FDA staff, who act as liaisons to each state. Now,
since we only have two in the demonstration program

so far, I am the liaison to both, both Iowa and

Illinois.

Secondly, indicators are used to measure
how the States are performing as certifying
agencies. The third, site visits to the States who
are used to review performance, and strengthen
cooperation between the participating States and
the FDA, and finally, through audits and_other
means, we review inspector performance asipart of
FDA’S oversight.

Through the Demonstration Project, FDA has

provided feedback to the two participating States

‘in the form of guarterly and end-of-year summaries

to the two States participating.

Now, I would just like to say just a few
words about the performance indicators that we use
in these reports to report back to the States.

We first evaluate the State’s technical
staffing and training to determine if the State is
adequately staffed to carry out certification
responsibilities. We evaluate this in the State’'s
initial application, and we follow it throughout
the program to make~’sure that training and staffing
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are maintained in,Ordef td carry out the State’s
responsibilities.

Likewise, we review the State’s
information systems’ capability, and their initial
application, and we follow that indicator to
determine if the State is continuing to transfer
files between the SAC State and the FDA on a timely
basis.

The third performance indicator evaluates
inspection and compliance activities. This
indicator'records such information as the number
and the percentages‘of facilities within the State
that were inspected within the quarter.‘ We also
record‘inspection actions for the States’
facilities.

At the end of the year, we look to see if
at 1éast 90'percent'ofkthe fully cexrtified

mammography facilities were inspected, and 1f any

inspection findings were resolved within the four

months, and if missed and deferred inspections were

rescheduled.

The fourth and last indioator, which
concerns the‘actual oertification program,
evaluates the percentage of certificates that wete
promptly issueo witﬁin the required 10-day period
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in a given calendar quadrtar.

In addition toithe performance indicators
and the quarterly reports that I have just
discussed, our oversight sf the project includes
site visits, and we anticipate that site visits
will occur énnually.

To conclude, we afe presently revising the
performance evaluation instfument, and these
performance indicators will be expanded or may be
expanded or revised throughout the program as it
grows and expands. We do look forward tb other
States joinihg ths SAC program in the future.

Thank ydu.

MS. HARVEY: Thank you. Any questions?

MS. RIGSBY: Is this a voluntary thing for

the facilities in those two States?

MS. CHESEMORE: No, it is not. They
automatically are certified by either the State of
Illinois or Iowa in this pa;ticular instance, and
any other SAC State that would come into being.

One. thing I‘msybtell you is that with SAC
States, they cannot go outside their State’s
boundaries. With ac¢creditation bodilies, they don’'t

have that restriction although it hasn’t occurred

vet. o
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MR. BAILEY: Dreséntly, not all States are

using FDA laptops or necessarily FDA equipment.

Under certifying, I would assume that that would
continue to be an option.
DR. FINDER: If you have got very specific

guestions about the program, I don’t think this is

the forum to air it. You can just discuss it

amongst yourselves and get the details.

MS. HARVEY: Other questiOns; comments?

Then,‘let’s go on to the next item, which
ig the Fufure Direction of the MQSA Program.

Future Direction of the MQSA Progfam

'MS. HARVEY: This is an oppdrtunity for us
to look forward. We have talked today about the
many miles the mammography program has come, and I
can certainly speak for New York for some of the
early facilities 10 years ago when we would try to
put one of the old Kodak phantoms in the beam, and
not Visualize anything, to this’point in time‘where
we have such high expectations as to what these
images are going to look like,’every single one of
them.

But then we say to ourselves we have come
thié far, now; when. we lbok fdrward, what do»we
look forward to the-evolution of this program over
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time.

I mentioned earlier one of the issues in
particular that I am interested~in, which is
perhaps a reduced period of time for the
inspection, but I-am also interested in something
that we have tried to do, 1s that dufing the course
of the inspection, that the inspectors take a look
at the completed clinical images, not because we
are radiblogists, not because we are rad techs, but
because once in a while there will be a facility in
which the image quality is unacceptable, and what
the ihspector can find by looking at those images
is something that may have fallen through the
cracks, which is what we have seen.

The point would be to find the very--these
are some of the worse images you have éver seen as
an inspéctor, not that you are making a split
between good quality aﬁd better quality, but images
that really call out to have some form of review by
someone who would be in a better position than‘the

inspéctor to actually look at them.

So, I think it is one of the important

‘things for us to think about over time is how can

we incorporate more of a review on the inspector’s

part while they are-there at the facility.
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I am happy to listen to your concermns or
thoughts about that.

MR. CAMBURN: In our State, and I don’t
knowkhow much this would be in the other States,
but in our State, none of our inspectors are x-ray
technologisté. They are all people who have at
leasﬁ a Bachelor’s or Master’s Degree with a major
in physics.

They right now would have no training or
no skill whatsoever in 1ooking at clinical films
and judging whether they are good or bad. In fact,
sometimes we seem to strﬁggle o&er interpreting
phantom films, énd the way we do it, we have at
least three independént MQSA inspectorsilook at
every film we take. Then, a fourth person looks at
theirbscores and coﬁeS-up with a consensus.
Sometimes we can’t even agree very well among
ourgelves on something‘as objective as a phantom
film.

I am not sure how successful we would be
trying to evaluate a clinical film.

MS. HARVEY: What I am not suggesting is
that you look at clinicél films és though you were
a radiologist or a radiologic téchndlogist, but for
serious problems infpropessing, developing, where
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lvou f£ind extreme artifactsg, films that haven’t been

properly cleared, films that the optical density 1is

leither extremely high, extremely l@w, very gross

difficulties, very, very gJgross.

This is not looking at images to split
hairs between, well; you could have done this a
little better. .That is not the point of this.

This is the goal. kOur goal here is the best
guality we can gJget, and‘whiie we are not going to
be the judges’from a radiogfaphic, we can learn,
just like you can learn art criticism. You look at
a picture long enough, you will léarn by doing what
is the extreme, and that is what I am looking for,
it is the extreme.

'MR. CAMBURN: In these cases, these are
films that thelmammographer would have looked at,
and the‘radiologist woﬁld'have interpreted, and not
rejected?

MS. HARVEY: Right. So,.we are only
looking at a very few facilities out of all the
10,000, but we certainly had a case in New York
where the end product films were, we believed, to
be below diagnostic quality.

MR. CAMBURN: EQen‘though the radiologist

thought they were oXay.
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MS. ﬁARVEY: Even though it was
MQSA-accredited, certified, and passed the
inspections.
DR. IKEDA: I have a concern about addiné
another layer of inspecéion. We have just
discussed--you know, granted we want to catch bad

films orx facilities’that do not have good

‘diagnostic quality or something that may have

fallen through the dracks, but my concern here, as

we have already talked about, trying to limit the

number of items that we are going to be looking at

during the inspection.

My second concern has to do with
interpretation or iﬁtra-observer and inter—observer
variability. I know the ACR and FDA and the States
have gone thfough a rigorous process to do clinical
image evaluation, or,maybe somebody from the ACR
can speak to this, but i know that they have
multiple training sessions.

As a facility direétor, we do a very
tedioué and ‘thorough job looking at our images. I
am concerned, I‘thought‘that most of the poor
images, I think;wbuld be caught by that particular
process, and like I said béfore; MQSA has done a
tremendous job iﬁ tgying to weed out bad facilities
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or, well, suboptimal facilities in this day of
political correctness, but facilities that were not
doing‘good images. |

So, it was my thought that those images
would probably be cadght by those partiéular
processes. My concérn is to take this one step,
even though it is a good thought and it is a noble
aspiration, but to apply it to.lO,bOO facilities,

that is more money, more time, more burdensome of a

process.

I wonder, number one, what is going to be

the training of the inspectors who is going to be

 the final‘judge, what 1is going to be the follow-up

for it, and how many are actually out there in

which this applies.
I know that thére~must be at least one,
@

because it has been your experience, but I just

want to raise my concern.and say that I don’t know,

fand it is something I would like to think about.

~MS. HARVEY: I would trade you some of the

other tests.

DR. IKEDA: That is something else we can
talk about.
MS. HARVEY: Becauée when I started way
back, my very firsgfjob when I graduated from
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College was to wofk for a company that made
photographic film, and I worked in the Motion
Chemistryxlab, and I spent that year during quality
contfol. So, when I went out to start doing my
first inspebtibns, I immediately saw the films, and
this was back in the seventies--I ém giving away
more data here_thah’maybe I wanted to--and I was
éppalled. I was appalled because of the quality I
saw, and this was just when the FDA was starting to

print all.their huge quantity of wonderful books

' about how to do quality control.

Well, I was there, I was ready, because I
was looking at‘filmsvthat‘were——my theory‘was any
film that is worth taking is worth taking well or
don’t take it. So, I think to have a whole
program, such as we‘have, and not to have, when we
have an inspector in that facility every single
year, to not spend the five or 10 minutés to get a
feeling for what is happening at that period of
time in that facility, it is aﬁ opportunity that we
are not taking.

Like I say, I will trade you over tests,
because to me, thét is one of the major things we
want there is quality images.

DR. PISANOs+ I think that we actually are
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getting the kind of information you are interested
in already at the inspections. I think the case
you cited 1is really quite:exceptional becausevwe
are doing--I mean the inspector 1is already shooting
a phantom, éo we know ﬁow well the processor and
the méchines are.functioning thét‘day. The
inspector is already checking a lot of other
parameters that are going to reflecﬁ image gquality.

So, I agree with Debra Ikeda on what she
said about adding bur&en’to both the‘facility and
the inspector. I am actually quite concerned about
the inspector’s ability td do it] just asvDr;
Camburn mentioned a minute ago.

I am chcerned about, you know, I was a
participant for many years in the:ACR’s film
inspection prégram. I was radioidgist reviewer for
clinical images. I was impressed.with how
frequently my parfner éndvI, who were both trained
radiologists and who have beén through the ACR's
program--the way it works is they send you cases,
and you review them blindly, you don’t know what
the other person is going to say--and how
frequently we are given é report card by the ACR
what percent of the time we agreed with each other,
and how'frequently;We'did not agree with each
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